
[Docket No. 2003N-@l7P] 

AGENCY: Food and Drug Administration, HIIS. 

ACTION: Notice of meeting. 

SUMMARY: The Food and Drug Administration (FDA) is announcing a public 1. 
meeting entitled “Preparation for ICH Meetings and ICH 6 Conference. in _ I I . : ,.“,,_ ,... o _ .._ _, ,. I 

Osaka, Japan, November 9-15,2003” to provide information and receive 

comments on the Internation,al Qnference on Harmonisation (ICH) as well ‘as .? I>_, *P *, ,‘, “4 *. ,. .d>SS * . *<*l.i”l q l)i.,~~i a” , r 1 ,,l > 

the upcoming meetings in Osaka, Japan. The topics to be discussed are the _ ,‘” . . 
topics for discussion at the, forthcoming ICH Steering Committee Meeting. The 

purpose of the meeting is to solicit public input prior to the next Steering ^ ! j.“. i,. . . ., (_ ij 

Committee and Experts Working Groups meetings and ICH 6 Public Conference 

in Osaka, Japan, November 2003, at which discussion ofthe topics underway “’ .I. : . 

and the future of ICH will continu.e, ^,.I ./ ,*,, : >. 

Date and Time; The meeting will be held on November,3, 2003, from 2 / _ 

p.m. to 4 p.m. 

Location: The meeting will be held at 5600 Fishers,Lane, 3d floor, 
.u. * 

Twinbrook Conference Room, Rockville, MD 20857. 

. Contact Person: Christell,e Anquez, Office of the Commission,er, Food and 

Drug Administration, 5600 Fishers Lane, Rockville, MD26817,.;3Oi1827r-r0;~3j, ,a 

FAX: 301-480-0716, e-mail: canquez@oc.fda.gov. !.‘ i ,*i, ( ,.‘., ) i _,, _ 



: ,. ." 
information (in&ding name, title, firm natie, address, telephbne:’ tid fax , _ 4 ! 
number), and written. materiral,“and.~equests to make Qral presentations, to the 

contact person by October 24,2003. If you need special accommqd+ons &e _ 

to a disability, please contact Chris\elle.A$qquez at least 7 days in advance. 

Transcripts: Transcripts of the meeting ‘may be requested in writing ‘from . 

the Freedom ofInformation Office (HFI-35); Food and Drug Administration, Y 1 . a*- _^, ill ._ /“,e. “5 ,,* ve ,,._ x”,, ,/ : Ix, , : i .: .” _ ,, . ._ .*j , 

5600 Fishers Lane, rm. 12A-16, Rockville, $lD 20857, approximately 15 ". , ^, 
working days after the meeting at a ‘cost of 1.0 ‘c”eeii p;?;: ‘page. 

8 
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SUPPLEMENTARY INFQF$JIKJON: The Internati&a] Ccinf&ence 00 Harmonisation -. I‘ ” j‘- ~ lw‘,,’ 6 9.,--7 I,“. “$* ..d*,i~ . Kllz* s:h”a->,+ ‘.;“&** ~‘“r”~~~~~,:~epdc~~~ r,*kiL-g,.. *r’ “2 ‘i ‘iy”*-( ,~~~,,~~<~., ii**,, i -v. z, ;/ / , F:: if .g: +, *-.; .I _ ‘!‘.~ I> ‘_ , ,, 

of Technical Requirements for the Registration of Phwmaceutic& for Hu%a,q, , 
,I. 

Use was established in; ?_,!@o as-a joint regulatory/industry project to itipro%, ’ 

through harmoniqatiqn, the efficiency of the process for &ye!~ping and 

registering new medicinal products in Europe, Japan, and the Un,ited States I 

without compromising the regulatory oblig&ions of. &$ty and effectiven&. s .u 

In recent years, many importmt initiat@es have been undertaken by *,I ” -Iri,< “‘ ..I.il Y1xl.*.“‘. .,.l. i-;i* +~)r,-,~r~.“,~ Sb~,, , I// \. ;_ 
regulatory authorities and industry’ associations ts promote inteinational 1 

harmonization of regulatory Fequirements. FDA,hgs participated in many ‘ 

meetings designed to enhance har~og~~~$~.~n and is committed to seeking . *v* -SC, i i~..s~*i;a,r;r.+, a+ a:** ,jr* .i*cs s * *d-m **.i-,$ \_ ., ,) **..t, *.% *.“-, I (/ 
scientifically based hqmoni?ed technical procedures for pharmacetitical : i r I/, ..-_, :*;i .y 

development. One of the goals of harmoniz$ion is. t,q,,fde&fy “tid’ ih&“reduce 

differences in tech&al requirements for rnF&cai product development thong > 
regulatory agencies. ICH was organized to provide an opportunity for / 1”” .I ,~(. I. .^. 
harmonization initiatives to be developed with inbut.fGm b& regulatoiy‘and I i ..l .,), i. * *,i* ,” .,,, L Q i .~~>ex.*,“t-~” :_I 
industry representatives, XC@ i.s co~c~~r~@ witi h%G%i5tioriStidng three ~ (> _, ‘“.h’; :‘“: “&#+>,a -**z_ “/ /- *, ,‘ “~~.i*‘.j,B1~~~~~.-r (‘( . : “$~A” 

regions: The European Union, Japan, and t&e Upit$a, &ages. The,six,JCH,, x _ 
: ._ _: _‘_ __: _-_ _ _. _‘/, 

. _ ,- : , 



, ,,. i. I I 
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sponsors are the European Commission, the8 European Federationof ’ : 

Pharmaceutical Indu”ssries Associations!*fhe Japaneie M inistry of Health, Labor L- (. .r>~~ii*.i . . ..A. I”‘*,. ..A~ 

Centers for Drug Evaluation and Research and~@olpgics Evaluation and ( _ ” .‘. 9 
Research, FDA, and the Pharmaceutical, Research and Manufacturers of 1 VW* I, LI )._ >x SAT ‘pi”* ,d,8”*+,& ? , “, %L** .&.,\sT ) i: ,“I_ ,? -* ***- ‘“C,,h~<~~~ 3, .,i’ .i , I,, *, _; _I ” 1 ( ..,\ ,. ‘, 
America. The ICH Secretariat, which coordinates the+ preparation of ’ 

documentation, is provided by the International Federation of, Phar_mace,ut&$ _ ^ 
Manufacturers Ass,oci.ations~ (IFPMA). The ICH Steering Committee includes I . ,: ‘1 ,_ . 

representatives from,each of the ,ICFISponsd;rs’and’ Health Canada, the 

, 

European Free Trade Area and the Wor~1.d -~~~a!thOrganiiation. The ICH I’ * : * $i, ” , ., , 
process has achieved significant harmsnizatS,on”,of:th,e tech~nj3c~@ requiremehts 

. 
\ .*<a ” m i”<+,, ._ 3, :_ 

for the approval of pharmaceuticals for hums use inthe th~~~,,1!~~,regio‘n$.“’ ,, e,, *g __ a /1, .i .^ I I) / .F , 
The current ICH process and structure can be,fou~nd at the following web fill, ,>,rrl..&x,- .,,__/ ,. 

site: http:/‘/www.ich.org (FDA has verified the,W~~‘site,~~~aress!‘but ‘is’& ’ 
.% _,_. _ 

responsible for subsequent changes to the Web site after thisdocument : I I . , . 
publishes in the Federal Register). ,./ l?_^ /, 

Interested persons may present data, information, or view5 orally or in 

writing, on issues pending at the public meeting. Oral presentations from the ,, -. zi .,.” . Cl.,/, I ~ _ ‘” , . .,_ j I ‘3 ,, , . ., ../ 
public will be scheduled betweenapproximately 3:i$ ,.rn.~“an~‘4”p.m.:Tinie ’ i. “i,’ ’ ,,__, ..,.: ,/’ 
allotted for oral .presentations may be lim ited to 10 m inutes. ,Those..desjring i 
to make oral presentations should notify the contact. ,person by ‘October 24,’ ” , 41 .““.’ _ ..,,, . , 
2003, and submit a brief statementof the general nature of the- evidence ori” , ,,,_, I. ” “. 3 

arguments they which to present, the names an-d ,address,es;‘phone number, 3 ., .L . ,“’ : 
fax, and e-mail of proposed participants, and an indication’ of the approximate 1” ~(’ ,* . “, _ ,:; L( ..: ~_. “, , a 

time  requested to make their presentation. I Li 



, 



/ ,, 

the Federal. Register). 

Dated: 0c-f 9 :.:r: 
October 9, 2603‘. * ^  

(_,~, . . 1 ~,, / /, 

Jeffrey Shuren, 
Assistant Commissioper fpr Policy., *l.,l* ." 
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